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DETAILED ACTION 

1. The remarks and amendments filed 12 March 2008 have been entered. Claims 1 - 3, 5 
- 6, and 14 - 17 are pending and under examination. 

Withdrawn Rejections 

2. The following rejections set forth in the previous office actions are withdrawn: 

A. The rejections under 35 USC 112 second paragraph are withdrawn in light of the 
arguments and amendments. Applicant's arguments with respect to "capable of" are 
persuasive, given the arguments and the examples in the specification the term is not indefinite. 
Additionally, the amendment to claim 3 makes it clear that there is no upper limit on the length 
of the claimed polypeptide. The polypeptide may be at least 14, at least 15, at least 16, at least 
1 7, or at least 1 8 amino acids long. A skilled artisan can determine the scope of claim 3. 

B. The rejection under 35 USC 1 12, first paragraph, for lack of adequate written 
description is withdrawn in light of the arguments and upon further consideration. The 
specification sets forth several examples of polypeptides within the scope of the claims. 
Additionally, the newly revised written description guidelines, available on the internet at 
http://wvvw.uspto.gov/web/menu/written.pdf , support applicant's arguments that the claimed 
invention has been described. Thus the rejection is withdrawn. 

C. The rejection under 35 USC 112, first paragraph, for lack of enablement 
commensurate in scope with the claims, is withdrawn in light of the amendments. Claim 1 is 
now limited to polypeptides which bind lipoproteins. 

New Rejections 
Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
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evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 



Claims 1, 3, 6, 14 - 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Drmanac (WO 01/75067) as evidenced by Alberts (1994. Molecular Biology of the Cell, 3 rd 
Edition, p. 57) in view of Arlinghaus (U.S. Patent 6,107,457, issued 22 August 2000). 

Drmanac teaches the polypeptide of SEQ ID NO:44631 ; see for example p. 2 lines 4-7, 
p. 4 lines 29 - 32. The protein is 142 amino acids long, the enclosed appendix shows the 
sequence near the bottom of the right-hand side of the page. Note residues 68 - 71 have the 
sequence GARRAGGTPPRAPR. Alberts p. 57 provides evidence that G, A, and P are all 
hydrophobic residues, note that the residues are referred to as non-polar, but that is a synonym 
for hydrophobic. This sequence therefore is within the scope of SEQ ID NO:210, as all the Arg 
residues are present, as are the X (Gly, Thr, Ser, Ala) and Y (hydrophobic) residues recited in 
the sequence. Drmanac teaches that the protein are to be synthesized, thus they are synthetic 
as recited in claim 1 . While the reference is silent as to the ability of the peptide to form an 
amphipathic a helix and to bind lipoproteins, that is an inherent property of all proteins with this 
sequence. This point has been argued in detail by applicant, see for example declaration filed 
under 37 CFR 1.132 on 31 July 2007, particularly paragraph 6, as well as remarks filed 29 
November 2006, p. 9 final paragraph where applicant states, in discussion of generic SEQ ID 
NO:210, that "each and every peptide encompassed by claim 1 is capable of forming an 
amphipathic a helical structure." Thus according to applicant, the protein sequence taught by 
Drmanac as SEQ ID NO:44631 necessarily has the appropriate properties. The protein 
comprises at least 14 amino acids, as recited in claim 3; it is 142 amino acids long. The protein 
can also be made recombinantly, as recited in claim 6; see p. 29 of Drmanac, third paragraph. 
Claims 14 - 15 are included in this rejection as they recite properties which applicant has 
indicated are necessarily provided for by the structure of SEQ ID NO:210. Finally, Drmanac 
teaches pharmaceutical compositions comprising the disclosed proteins; see for example the 
section beginning on p. 63 final paragraph. This is on point to claim 16, drawn to 
pharmaceutical compositions. See also Drmanac, p. 66 final paragraph which teaches both 
physiological saline and buffers are to be included in the formulation, and p. 70 first paragrpah 
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which discusses liposomes with multiple layers; these are on point to claim 17. Drmanac 
teaches that the protein is to be used to treat patients; see pp. 62 -63 for example. However 
Drmanac does not explicitly teach altering the protein by placing an acetyl group at the N 
terminus and an amide group at the C terminus, as recited in claim 1 . 

Arlinghaus teaches that an acetyl group can be added to the N-terminus of a protein or 
peptide sequence, and that an amide group can be added to the C-terminus. See paragraph 
spanning columns 7-8. Arlinghaus teaches that doing so protects the synthetic peptides from 
protease digestion that is known to occur within cells and organisms. This is on point to claim 1, 
specifically the limitation drawn to acetyl and amide groups. However Arlinghaus does not 
teach a protein within the scope of SEQ ID NO:210. 

It would have been obvious to one of ordinary skill in the art to modify the peptide from 
Drmanac by adding an acetyl group to the N-terminus and an amide group to the C-terminus, 
thereby arriving at the invention of claim 1 . The motivation to do so would be to protect the 
protein from degradation after administration as taught by Drmanac, thereby giving the protein a 
longer time to have its therapeutic effect. 

Double Patenting 

4. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. A nonstatutory obviousness-type double patenting 
rejection is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned with 
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this application, or claims an invention made as a result of activities undertaken within the scope 
of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1 - 3, 5 - 6, and 14 - 17 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-16 and 14 - 17 of 
copending Application No. 1 1/405601 . Although the conflicting claims are not identical, they are 
not patentably distinct from each other because in each case the claims recite the same 
polypeptides and compositions, although the '601 case also encompasses distinct products; see 
for example claim 1 of the '601 application. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Conclusion 

5. No claim is allowed. 

6. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to DANIEL KOLKER whose telephone number is (571)272-3181. The 
examiner can normally be reached on Mon - Fri 8:30AM - 5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Stucker can be reached on (571 ) 272-091 1 . The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Patent Examiner, Art Unit 1649 
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